
DEPARTMENT OF HEALTH AND HUMAN SERVICES APPLICATION FOR A VARIANCE Form Approwd: OMENo.0910.0025. _.

PUBLlC HEALTH SERVICE FROM 21 CFR 104O.11(C) FOR A
ExplratlonDate October31, 1991.
%-ePage4 for 0M8 Statement,

FOOD AND DRUG ADMINISTRATION
LASER LIGHT SHOW, DISPLAY,

OR DEVICE
DOCKET NUMBER

~4v- ol~~””’ ‘“
00TE: NOlaser light show, Prolecnon system. or device may vary from compliance With 21 CFR 1040.1 l(c) m destgn or use wmhoutthe dPPmwl cIf this

appllcat!on (n accordance with 21 CFR1010.4.

INSTRUCTIONS
1. Check all applicable boxes and type or print the 3. Mail your application to the Dockets Management Branch (H FA-305), Food

requested mformatlon. and Drug Admlnlstratlon, Room 4-62, 5600 Fishers Lane. Rockville, MD 20857.
2. Submit an original and four (4) copies. 4. Enter docket number if assigned.

. NAME OF COMPANY

TBhq’ s ~*~ pf-duc4 I.”&/s

?. ADORES SOF COMPANY (/rsc/ude ZIP COf)EJ (/f P. O. Box is used, include actual street address also.)

(Oq ~\ue~e~rfi hue hJcti L&&e-k , su 47 ~Ob
3. NAME AND TITLE OF RESPONSIBL~ERSON 4. TELEPHONE “NQ. (Inckde area code)

Tbhm 5- LbAl< -0 W“e.

5. DATE OF SUBMISSION

-l(Js- 4ql-b3s3 q-q. qq .’-

;. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECTFORA PERIOD OF -1-w o YEARS FROM THE DATE OF ISSUE. (In genera/,
the Agency will approve a variance for only two years. If a longer period is requested, a justification must be attached as part of the application.)

7.. PRODUCT DESCRIPTION AND USE

I. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOWS) AND PROJECTOR(S)

GC1 K6 Lpi- 1001 / Dr. Lf%f-loos

I. PRODUCT FOR WHICH A VARIANCE IS REQUESTED f. PRODUCT IS INTENDED TO BE USED AT ANYONE LOCATION

❑ A laser djsplay device ❑ More than 15 days

@+ ProJector for a laser Ilght show a More than 5 but not more than 15 days

MA laser light show mess than Sdays

Wther (Specifjd ~ti~-e~ -k q4V-C31 >4
g. TOUR IS INTENDED TO RUN FOR

a Projectors are intended for sale, lease, or loan to ❑ More than 6 months

other laser Itght show producers D 1-6 months
mess than one month

PRODUCT IS INTENDED FOR USE IN A O Not applicable (Nota tour)

~Planetarlum or other dome projection structure a Other (Specify)

~Theater
~Hotel/motel ballroom or meeting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS

Q-Store displays @ Ontscreen projections

@rade show or convention # Rear screen projections

&Dlscotheque or night club ~Holographicd isplays

Q’Pavlllon &Multiple reflection/diffraction effects

@ndoorarena a Aud!ence scanning (Also inc/udes scanning any accessible

~Outdoor arena uncontrolled areas)

QlVlu5eum ~eflectlons from stationary mirrors or mirrored

~utdoor unenchxed area surfaces (Beam Matrices)

mother (Specjfy) ~k.o\ C\Q~S@e* @stationary ,rrad,at,o. of rotating m,rror balls, etc.

O Scanning irradiation of rotating mirror balls, etc.

PRODUCT IS INTENDED TO BE USED ~Fiber optic projections

❑ At only one (Fixed) Iocat[on ~og, smoke, or other scattering enhancement effects

&At a variety of (Tour) locations O Other (Specify)

Q Other (Specify)

\

3. LASER RADIATION LEVELS

LASER MEDIUM (Ar, /+e-Ne, etc.) WAVE LENGTHS (rim) PEAK POWER (watts)

~. fi~ L&gcr q57 “ 514.S f-m 0 .asi. tit- Pro;ec+er>

&v-Kc <-u Lk=c

( G*IA+
457- b-i b w~

~roju-hr)
0,4Q

f

3. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE

-r-he. \ a>c r %7cQu-r hc&bJ Cciv - ~roJa.-c4 u ~ -b A 3L - Aegr=c

c1Wgk Q+ 3@=, beb ZL’c)cl poldb pcr 5cc. bJcL

10. REASON FOR REQUESTING VARIANCE

/ Compliance with the Ilm!tsof 21 CFR 1040 1l(c) would restrrct the Intended use of the product because compllancewould
Iimlt the output power to the extent that thedeslred effects would not be sufflclentlyvmble
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11 MANNER IN WHICH IT IS pROpOSED TO DEVIATE FROM THE REQUIREMENTS OF THE”APpLlCA8LE STANDARD

fi,sproposedtodevlatefromtheprovisionsof2, CFR l~40.ll(c)inthattheaccessbleem!$s,onlevelwouldexceed~he
accessible eml$slon IImlt$ speclfled In 21 CFR 1040.1 l(c).

❑ it is proposed to deviate from the provlslon of 21 CFR10401 I(C) as follows:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

d aser light show$ and di$pfay$ are accepted popular media in entertainment and the am. U$e of power levels in excess
of the hmlts Impo$ed by 21 CFR 1040.1 l(c) ISnecessary to achieve the required effects In these media.

❑ Other or additional advantage$ (describe and explain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED (Ch:ckas many boxes asappl . In Item 14 “Remarks, ‘justify any
‘fboxes not checked uslflg a~d~tjona~ sheets as necessary. State any other means of radlatlon protect~on that Wd be used.)

a. ~All laser product$. $Ystem$. $how$, and projectors will be certified to comply with 21 CFR 1I34O.1Oand the conditions of this variance and WIII
be repofled a$ required by 21 CFR 1002.1O and 1002.12 using the reporting guides provided for such purpose. These actions will be
accomplished prior to any introduction mto commerce,

b. tiffects not $Peclfically Indicated in this variance application will not be performed. f’Jo other effects will be added until an amendment to
the variance has been obtained and the required reports or supplements, as apphcable. have been submNted.

c. @canning. prolectlon, or reflection of laser and collateral radiation (Light show radiation) into audience or other accessible uncontrolled
areas will not be permitted excePt for diffuse reflections produced by the atmosphere, added atmospheric scattering media, and target
screens.

d. <Laser radlatlon Ievel$ In excess of the limlts of Class I WIII not be permitted at an point less than 3.0 meters above any surface upon which
persons other than oPerators: Performers, or employees are permitted to stan ~or25 meters beloworin lateral separation from anyp[ace
where such persons are permitted to be. Operators, performers, and employees will not be required or allowed to view radiation above the
IImlts of Class I or be exposed to radiation above the Iimlts specified in 21 CFR 10401 l(c).

e. •l Any product which relie$ on $cannin9 to meet access, exposure, or product class limits will Incorporate a scanning safeguard system which
directly senses $canner motion and which WIII react fast enough to preclude exceeding the applicable Ilmit.

f. ~All laser light shows $hall be under the direct and personal control of trained, competent operator(s). The operator(s) WIII:

(1) Immediately terminate the emission of light show radiation in the event of any unsafe condition;

(2) Be located where all beam paths can be directly observed at all times; and

(3) Bean employee of the variance holder who will be responsible for the training and the conduct of the operator

g.~hernax,mum la$erprOjefloroutput powerwillnotexceed thelevelrequired toobtaintheintended effeds

h. ~The projection $Y$tem (i.e., the Projetior and all other components used to produce the I;ghtin effects) will be securely mounted or
?Immoblllzed t? prevent unintended movement or misalignment. Beam masking will be prow ed as an Inherent part of the system design to

prevent overfilling of screens, beam stops, targets, etc.

i. ❑ Laser projectors will not be delivered to any other party under an agreement of sale, lease. Oiloan unless and until the recipient
demonstrates that they have a variance In effect at the time of delivery that permits them to produce laser Ilght shows incorporating such
projector(s)

j ❑ In addltjon to the reqwrements of 21 CFR 1040 lo(h), the manufacturer of laser pro!ectorslsystems Will provide to parties who purchase,
lease, or borrow the equl Pment, adequate users’ mstructons for safe installation and operauon whtch explain the responslblllty of the
recipient as an independent II ht show manufacturer to submit the requtred reports and apply for and obtain a variance from CDRH prior to

?Introduction Into commerce o any laser light shows.

k fiherequrementsof 21 CFR 1002.30(a)(l) and(2) wllbeaccomplishedt hroughtheu*eOfwrlfienp roceduresforsetup,a lignment,testlng,
and performance of each Show. These procedures WIII be in sufficient detail to ensure compliance with 21 CFR 1040.10, the conditions of this
variance, and the controi of access to radiation areas using the procedures described In the ANSI2136 1standard for the safe use of lasers
(American National Standards krstitute, 1430 Broadway, New York,NY790 18) or any other equwalent user consensus standard and, where
applicable, state or !OCai requirements Laser r

Y
Iatlon areas which can contain rad!ation levekabove the limits specified in 21 CFR

1040 11(c) WIII be clearly !denttf!ed by the posu g bf warning signs and/or restrd!ng access through physical means (such as pressure
switches, photo cc/k, barriers, guards, etc.). Thdse requirements apply to temporary areas (such as during set up and aligrrrnent procedures)
and to final or Permanent areas. The variance holder w!ll retain the records of these procedures and the results of all tests as required by 21
CFR 100231 A coPY of the variance aPpllcat!on, the approval letter, current procedures, and records relatlng to each parmcularshow will be
with the operator or other responsible !ndlv\dual and WIII be made available for Inspection by FDA and other responsible authorities.
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I M Advance written notlflcatlon WIII be made as earl as possible tO appropriate federal, state, and local authorities prowdmg show Itinerary with
{dates and Iocatlons clear\Y and completely )dent! ted. and a basic descrtpt~on of the proposed effects Includlng a $tatement of the maximum

Power output intended Such notifications WIII be made, but not necessarily be iimmed, to:

(1) The Center for Devices and Radiological Healthr OfflCe Of Compliance and Surveillance (HFZ-3 12), 1390 Piccard Drive, Rockvdle, MD 20850,
prowding the initial and closing dates for fixed m$tallatlons and the itinerary for mobile shows. In addition, unless all aspects of each show
have been reported and accession numbers clearly referenced, each notice WIII include detailed descriptions of each show and a listing of
all effects tobeperformed in sufficient detad to confirm comphance with the regulations and this variance.

(2) The Federal Aviation Admln,stration (FAA) for any projections into open airspace at any time (i.e., including set up, alignment, rehearsals,
performarrce$, etc.). If the FAA objects to any laser effects, the objections will be resolved and any conditions requested by FM will be
adhered to. If these conditions cannot be met, the objectionable effects wdl be deleted from the show.

(3) State and local radiation control offlcetiagencies for all shows to be performed wnhln their jurisdictions. All requirements of state and
local law will be satisfied and any objections raised by local authorities will be resolved or the effects deleted. (A /istof federa/ arrdstate
offices is available from the Center for Devices and Radiological Health upon requefi.)

14. REMARK5 .

.

r CERTIFICATION

I CERTIFY that all of the above information and statements are true, complete, and correct to the best of m knowledge and acknowledge
[that my variance appl!catlon may be denied or my vatla’rsce may be revoked if this application IS found to be alse, mlsleadlng, or Incorrect In

/any material way I have submitted and will submit al reports required by 21 CFR 1002. II3 and lr302.12 on the laser equipment and show(s). I
further understand that I may be required by regulation or by the Olrector, Center for Devices and Ra~lologlcalHealth, to supply such other
information as may be necessary to evaluate and act on this application.

&
j SIGNAT RE 16 NAME (Type or Print) 17 TITLE

9- b %~ Intv 5. %btik C)wldcr ad
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